




Statement of Indications for Use 

510(k) Number: 

Device Name: PrimeLine Medical Products Inc. primaGARD Surgical Gowns 

The primaGARD Surgical Drapes are Non-sterile Surgical Gowns, identified in 21 CFR, part 
878.4&0, as a medical device intended to be worn by operating room personnel during surgical 
procedures to protect both the surgical patients and the operating room personnel from the 
transfer of microorganisms, body fluids, and particulate material. 
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